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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .1 7(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submissions filed on 
3/3/2009 and 4/2/2009 have been entered. Rejections and/or objections not reiterated 
from previous office actions are hereby withdrawn. The following rejections and/or 
objects are either reiterated or newly applied. They constitute the complete set 
presently being applied to the instant application. 



Claim Rejections - 35 USC §112, First Paragraph 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claim 13 is rejected under 35 U.S.C. 112, first paragraph, as failing to comply 
with the written description requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to reasonably convey to one 
skilled in the relevant art that the inventor(s), at the time the application was filed, had 
possession of the claimed invention. Claim 13 recites "being a fine particle formulation 
wherein diameters of great mass of the particle formulations are 1 and 6 microns". 
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Applicant states that this is supported in Figure 2 of the instant specification, which 
shows that diameters, of around 90% of the particle formulations, are 1 to 6 microns. 
However, the concept of connecting the range "1 to 6 microns" to particles of a certain 
mass was not disclosed in the specification or in the original claims. 



Claim Rejections - 35 USC § 112, Second Paragraph 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 12 and 13 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claim 12 recites "PEG (polyethyleneglycol)" and further recites "PEO 
(polyethylene oxide)". These two names are synonyms for the same compound, 
-(CH 2 CH 2 0) n -. It is unclear how one could choose between identical elements. This 
leaves uncertainty as to whether these terms are being used in their normal, accepted 
sense, or if one (or both) of the terms mean something other than the compound 
-(CH 2 CH 2 0) n . For example, do one (or both) of these terms encompass structures 
where the compound -(CH 2 CH 2 0) n - is further bound to another compound (such as a 
PEGylated protein or polyoxyethylated castor oil)? Claim 13 recites the same names 
and is indefinite for the same reason. 
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Claim 13 further recites "being a fine particle formulation wherein diameters of 
great mass of the particle formulations are 1 and 6 microns". This phrase renders the 
claim indefinite for the following reasons: 

(1) The phrase could be interpreted that the diameters have mass ("wherein 
diameters of great mass"). Diameter is a measurement of length, and has no mass. 

(2) If the phrase is interpreted that particles of great mass have diameters 
ranging from 1 to 6 microns, then it is unclear what value is to be used to determine 
which particles have great mass (i.e. a certain minimum weight value, a certain 
minimum weight percentage, etc). 

(3) The term "great mass" is a relative term. It is unclear what ranges constitute 
"great" (i.e. greater than 2 micrograms, greater than 20 micrograms, greater than 80 
wt%, greater than 99 wt%, etc). The term "great mass" is not defined by the claim, the 
specification does not provide a standard for ascertaining the requisite degree, and one 
of ordinary skill in the art would not be reasonably apprised of the scope of the 
invention. 

(4) It is unclear if the components disclosed in claim 13 are separate particles 
from those disclosed in claim 1, or are instead an additional component (such as 
another coating layer) of the particles of claim 1 . Accordingly, it is unclear if the 
diameter range "1 to 6 microns" applies to the components disclosed in claim 13 (in 
particle form), or to the particles of claim 1 when the particles further comprise the 
components of claim 13. This is further complicated by the recitation of "particle 
formulations" (plural) in claim 13, which opens another interpretation that the particles of 
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claim 1 and the components of claim 13 (in particle form) are combined (particle 
formulations), which together have diameters of 1 to 6 microns. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

This application currently names joint inventors. In considering patentability of 

the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 

the various claims was commonly owned at the time any inventions covered therein 

were made absent any evidence to the contrary. Applicant is advised of the obligation 

under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 

not commonly owned at the time a later invention was made in order for the examiner to 

consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 

prior art under 35 U.S.C. 103(a). 



Application/Control Number: 10/525,964 Page 6 

Art Unit: 1618 

Claims 1, 12-13 and 16 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over US 200201 06461 ('461 ) in view of US 5759583 ('583). '461 
discloses a formulation comprising particles of rifampicin coated with a polymer coating 
selected from polymers including PLGA and polyethylene glycol, and mixtures thereof 
(see paragraphs 55, 64, 102, 139). The particles are prepared by physical vapor 
deposition of the coating onto the rifampicin core (see paragraph 55). The deposited 
PLGA has a molecular weight of 7,000 daltons (see paragraphs 36). The particle 
diameters may range from 0.1 microns to 2-3 mm (see paragraph 107). '461 fails to 
teach PLGA with a lactic acid to glycolic acid ratio range of 50:50 to 75:25 (instant claim 
1 ). '461 further fails to teach fabrication of the particle formulation by membrane 
emulsification (instant claim 16). 

'583 teaches that PLGA with a lactic acid to glycolic acid ratio range of 50:50 and 
a molecular weight of 10,000 is known in the art as a non-toxic biodegradable matrix for 
long-acting drug delivery of pharmaceutical agents (see col 1, lines 6-49; col 3, lines 18- 
25). The polymer provides these advantages regardless of matrix geometry (see col 2, 
lines 50-55). 

It would have been obvious to one of ordinary skill in the art at the time the 
instant invention was made to incorporate the PLGA taught by '583 into the formulation 
of '461 , to improve the efficacy of the formulation. The rationale for this is that the 
PLGA of '583 is a non-toxic biodegradable matrix that provides long-acting drug delivery 
of pharmaceutical agents. Thus, it would be reasonable to try the PLGA of '583 in the 
formulation of '461 thereby incorporating the advantages of '583 into '461 . The 
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expectation of success is high, as (1) '583 already contemplates similar molecular 
weight PLGA (7,000) and (2) the art recognizes that a lactic acid to glycolic acid ratio of 
50:50 and a molecular weight of 10,000 provides a non-toxic biodegradable matrix with 
long-acting drug delivery. 

Regarding the range 1 to 6 microns, it is the position of the Examiner that, as 
"great mass" is indefinite (see Claim Rejections - 35 USC § 112, Second Paragraph 
above), reasonably some mass of the particles ranging from 0.1 microns to 2-3 mm of 
'461 have particle diameters of 1 to 6 microns. In the alternative, it would have been 
obvious to optimize the particle diameter of the formulation to improve the efficacy of the 
formulation. In this way, one would find the instantly claimed range of 1 to 6 microns, 
which falls entirely within the broader range of 0.1 microns to 2-3 mm taught by '461 . 
See MPEP§ 2144.05, II. 

Regarding the limitation "with phagocytic activity of macrophages being facilitated 
by the incorporation into macrophages of a particle formulation of PLGA [poly(lactic 
acid/glycolic acid)] copolymer] containing a medicament... and all or part of the 
pathogens present in the macrophages are exterminated to vanish", the Examiner is 
interpreting the "remedy" to be a composition of matter, and the above phrase to be an 
intended use of the composition. The recitation of an intended use of the claimed 
invention must result in a structural difference between the claimed invention and the 
prior art in order to patentably distinguish the claimed invention from the prior art. If the 
prior art structure is capable of performing the intended use, then it meets the claim. In 
the present case, the particle formulation that is rendered obvious by '461 in view of 
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'583 meets all the structural limitations of the instant claims, and must be capable of 
performing the intended use. 

Instant claim 16 is directed to a product-by-process. "[E]ven though product-by- 
process claims are limited by and defined by the process, determination of patentability 
is based on the product itself. The patentability of a product does not depend on its 
method of production. If the product in the product-by-process claim is the same as or 
obvious from a product of the prior art, the claim is unpatentable even though the prior 
product was made by a different process." In re Thorpe, 777 F.2d 695, 698, 227 USPQ 
964, 966 (Fed. Cir. 1985). See MPEP § 2113. In the instant case, the method of 
making taught by '461 would produce the same particle formulation as the method 
disclosed in instant claim 16. 



Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to PAUL DICKINSON whose telephone number is 
(571)270-3499. The examiner can normally be reached on Mon-Thurs 9:00am-6:30pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael G. Hartley can be reached on 571-272-0616. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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